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1. Ctramka!l rrppliibla boxes andtypaorprinttherequrrstmdMwmmtlon. 3. Maiiyoureppkailorr to the t%arlng Ckrk, Food and Drug
2. Submit an or@tmdand four [4) aapka Admfnktrdo Roam 4.S5, SS00 FmheuaLmne, Roakvilka. MD 20S57

4. Enter Docket Numbar if meslgrred.
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3. NAME OF RESPONSIBLE PERSON “-—-m&HONE N07~=”&-=&) ] 5. DATE OF SUE!4AISSION
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7. PRODUCT OESCRIPTK)N AND USE

- .,:,..,,,,,..,
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a LIST NAME AND MoDEL NUMBER(I5)

MOBCYAZER ML1O-25O, ML1O-3OO, ML1O-3OOW, MLIO-lWI ML1O-1JIG, MLIO-2.5G, IMAGE-4(I I

‘b. PRODUCT FUR WHICH A VARIANCE IS REQUESTED
. .—

_A IAsER DISPLAY KIEvICE
_A PROJECTOR FOR A LASER LIGHT SHOW
z A IASER LIGHT SHOW
_ OTHER (SPIW@I)

c.~ PROJECTORS ARE INTENDED FOR sALE. LEASE OR LOAN TO
OTHER LASER LIGHT SHOW PRODUOERS

d. PRODUCT IS INTENDED FOR USE lN A
x PfJINETARN.fM OR OTHER DOfulE PROJECTION STRUCTURE
~ THEATER
z DISCOTHEQUE OR NIGHT CLU13
JL P/Wil.KIN
x fNIXOR ARENA
& OUTDOOR ARENA
,& MUSEUM
& OUTDOOR ENCLOSED AREA
_ OTHER (s/moi&}

e. PRODUCT IS INTENDED TQ BE USED
.&AT 0NL% ONE (%ie@ LOCATION
x AT A VARIETY OF @orj LOCATIONS
_ OTHER (Spad$j

..—.-. .....
f. PRODUCT IS INTENOED TO BE USED AT ANY ONE LOCATION

.& MORE THAN ?9 DAYS
x MORE THAN 5 BUT NOT MORE THAN 15 DAYS
& LESS THAN 5 DAYS

g. TOUR Is INTENDED TO RUN FOR
_ MORE THAN 6 MONTHS
_l-s MoNTHs
_LEee THAN IMONTM
_ OTHER (Spe&y)

h. PRODUCT UTILIZESTHEFOLLOWING LASER EFFECTS
~ FRONT SCREEM Pm3xcmcws
~ REAR SCREEN PROJECTIONS
_ HOLOGRAPHIC mwLAYs
& MULTIPLE REFLECTIONS (fW@?fe channels or di9Trwfkur efhcts)

_ AUDIENCE SCANNING
J. REFLECTIONS FROM STAmONARY MIRROR(S} OR

MIRRORED SURFACES
& STATIONARY IRRADIATION OF ROTATING MIRROR SALL(S)

OR OTHER MIRRORED SHAPES
.& SOANNtNQ IRRADIATION OF ROTATING MIRROR BALL@)
x FfBER OPTIC PROJECmOMS
& FOG, SMOKE OR OTHER SCATTERING EFFECTS
_ Owv? (qxrw7y)

.~.
8.

IJISER MEDI
——

UMfAr, A+&, ate.) I PEAK - (W%rfta)

Amen I ZZ314 nm 2 Waits
Ar&NI I Kfypton 455-070 nm 500 mW
NdtYAG 532 nm 5 Watts

--”--1

.

9. IF ANY IASER fU$DfATtitilS PULSSD OR SCANNED, GIVE THE PUISE DURATION AND RATE AND SCANNING FREQUENCY AND ‘-
AMPLITUDE

Soanned: D,C. to 500 Hz Amplitude: 60 deg., peak to peak I..—
10. REASON FOR Requesting VAR~-

jg._COMPLIANCE WITH THE LIMfTS OF 21 Cl%?1040.11 [c) WOULD RESTRICT THE INTENDED USE OF THE PROOUCT BECAUSE
CObtPLIANCE WOULD LIMIT THE OUTPUT POWER TO THE EXTENT THAT THE OESIRED EFFECTS WOULO NOT 6E

StJFFftXNTIY VISIBLE
_ OTHER OR ADDITIONAL EXPLANATION (S@djj

4
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11. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE RECNJWMEN= OF TI+E APPUCABLE STANDARD
~lT IS PROPOSED TO f3EVlATE FROM THE PROVISIONS OF 21 CFR lfJJUIll (4 IN THAT THE ACCESSIBLE EMISWON LEVIl WOULD

EXCEED THE ACOESSIEILE H@SSION UMI13 OF CIASS 10R CLASS II
_ fT W PROPOSED TO DEWATE FROM THE PROVISION OF 21 CFR 1040.11 (c) AS FOLLOWS:

,,
~

—— —,.+

~lASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTEO POPULAR MEDIA [N lWTERTAINMENTANl) THE ARTS, USE OF POWER
LEVELS IN EXCESS CW THE LIMITS IMPOWED 13Y21 CFR 1040.11 (c)IS NECESSARY TO .ACHIEVE THE REQUIRED EFFECTS IN THESE
MEDIA,

_ OTHER OR ADDITIONAL ADVANTAGES (deaWe and !@@

?3. EXPIAIN THE ALTERNATE MEANS OF RAOWTION PROTECTION TO BE PROVIDED. (Check 8$ many hexes as apply. In Item 14 “RomaIw,
—.-...—

Ju?Wyany boxes not checked, uslog add~d shede ae n@wsary. State any dhw mans of mdlatkm pmledon thai will be used.)

a. XALL LASER PRODUCTS. SYSTEMS AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CM? 1040.10 AND THE CONDITIONS
OF THIS VARIANCE AND WiLi, BE REPORTED AS REQUIRED BY 24 CFR 1002.10 A?W 1002.12 USttW WE REPORTlNt3 @UlDE8 PRO-
VIDED FOR HJCH FURPOSE THESE ACTIONS WILL BE ACCOMPLISHED FMO?7 TO ANY IN‘ffWOUC’TtON iNTO COMMERCE.

b. ~EFFECTS NOT SPECIFICALLY INDKATED IN THIS VARIANCS APPf.,lCATtON WILL NOT BE PERFORMED, NO OTHER EFFECTS WILL BE
ADIXf) UNTIL AN AMENIYMENT TO THE VARtANCE HAS BEEN OBTAINEO AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS
APPLICABLE, HAVE BEEN SUBMITTED.

c. _&SEANNiNG, PROJECTION. OR REFLECTION OF L4SER AND COLLATERAL RADfATfON (LK3HT SHOW RADIATION) fNTO AUDIENCE OR
OTHER ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXOEPT FOR DIFFUSE RIWLECTION5 PRODUOED BY THE
ATMOSPHER~ ADDED ATMOSPHERIC SCATTERWG MEDIA, AND TARGET SCREENS<

d,& LASER RADIATION LEVELS IN EXOESS OF THE LIMITS OF OLASS I WILL NOT BE PERMITTED AT ANY W31MTLESS THAN 3.0 METERS
ASOVE ANY SURFACE UPON WHfCH PER$GNS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITTED TO
OR 2.5 METERS BELOW OR IN IATERAL SEPARATKW FROM ANY PUCE WHERE SUCH PERSONS ARE PERMWf’ED TO SE.
OPERATORS, PERFORMERS, AND EMPLOYEES WILL NOT BE REQUIRED Of? ALLOWED TO VIEW RADtATfON ABOVE THE lJMITS OF
CLASS 10R BE EXPOSEO TO RAOIATK)N ASOVE THE LIMITS SPECIFIED iN 21 CFR 1040.11 (c).

e. X ANY P#KIDI&T WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A
SOANNING SAFEGUARD SYSTEM WHfCH D!REOTLY SENSES SCANNER MOTION AND Wl+lCH WILL REACT FAST ENOUGH TO
PRECLUDE EXCEEDfNG THE APPLIOASLE LiMtT.

f. x ALL IJWWR LIGHT SHC3W13SHALL BE UNUER THE DIRECT AN PERSONAL CONTROL OF mwsvm, COMPET~ OPERATOR(S). WE
oPERAmR(s) WILL:

(1) IMMEDIATELY TERMINATE THE EMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE 00NDfTl%

R) BE LOOATED WHERE ALL SEAM PATHS MN BE osmcnv 0BSERwi3 AT m. TIM* AND

(3) BEAN EMPLOYEE OF THE VARIANCE HOLDER WHO WFLL BE RESPONSIBLE FOR THE TRAINWG AND CONOUOT OF OPERATOR

9..~THE ~MuM ~ER Pf=f=TQR OLJM POWER WLL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS.

h.& THE PROJECTION SYSTEM (LE., THE PROJECTOR AND ALL OTHER COMPONENl% USED TO PRODUCE THE fJGHTING EFFECTS
VWLL BE SECURELY MOUNTED OR lMMOfNLIZEO TO PREWNT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMtTS WtLL
BE PROViDED AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCRESNS, BEAM STOPS, TARGETS,
ETC.

L ~LASER PROJECTORS MU NOT BE DEIJVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS
AND UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF IIEL!VERY THAT’ PERMITS
THEM TO PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

j. &IN ADIXRQN TO THE REQUIREMENTS OF 21 C.FR 1040.10 @). THE MANUFACTURER OF fASEf? PROJECTORWSYSTEM$ Wkl PROVS3E
TO PARTIES WHO PURCHASE, MASS, OR SORROW THE EQUIPMENT, ADEQUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATION
AND OPERATION AND WHICH EXPLAIN THE RE8fWNt31ESLlTY OF THE RECIPIENT AS AN INDEPENDENT IJ2HT SHOW
MANUFACTURER Tt2 SUBMIT’ THE REGWWO REPORTS ANO APPLY FOR AND OSTAIN A VARIANCE FROM ODRH PRIOR TO
INTRODUCTION INTO COMMERCE OF ANY LASER LIGHT SHOWS.

k &THE REQUIRSME?dTS OF 21 WI? 1002.30 (a)(l)AND @)WfLL9E ACCOMPLISHED THROUGH THE USE OF VWWTEN PROCEDURES
FOR SETUP ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHCWJ, THESE PROCEOW?ES WILL BE IN SUFFICIENT DETAIL TO
ENSURE COMPLIANCE WITH 21 CFR 1040.10. THE CONDITIONS OF THIS VARIANCE, AND CONTROL OF ACCESS TO RAOIATION

AfWAS USING YHE WWCl#YJRES DESCRIBED IN THE ANSl 2136.1 STANOAt?O FOR lTiE SAFE USE OF LASERS (AMERICAN NATIONAL
STANDARDS lNSTITLfT~ f43013ROAOWAY, NEW YORK, NY IOOIS) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AfW
AMY. WHERE APPLICABLE, STATE OR LOCAL REQUIREMENTS. MAWR RADIATION AREAS WHICH CAN CONrAIN RADLWION LEVELS
ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.ll(e), WILL BE CWARLY fDENTIFIED BY THE POSTING OF WARNING SIGNS ANWOR
RESTRICTED ACCESS THROUGH PHYSIOAL MEANS (SUOH AS PRESSURE SWITCHES, PHOTOCELLS, BARRIERS, GUARDS. ETC.).
THESE fWGUiREMENTS APPLY TO TEMPORARY AREAS (SUCH AS EWRiNG sm AND ~~~ P~I=JuREs) MD TO F~~
OR PERMANENT AREAS. THE VARJANOE HOLDER WILL RETAIN THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF AU
TEsTs AS REQUfRED BY 2f OFR W02.W, A COPY OF THE VARIANCE APPLICATION, THE APPROVAL LHT’ER, CURRENT -EDURES
AND RECORDS RE~TltdG TO EACH Particular SHOW WILL BE WITH TliE OPERATOR OR OTHER RESPONSUWE INDIVIDUAL AND
WILL BE MADE AVAlbWLE PO!? INSPECTION BY mA AND ~ER RESPOWSLE AUTHORITIES

FORM FDA 3147 (31S7j



.

L ~ ADVANCE WRITTEN NOTIFICATION WILL BE MADE AS EARLY AS POSSEILE TO APPROPFUATE FEDERAL STATE AND LOCAL
ALM40RMES PROVIDING SHOW ITINERARY WITH DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED, AND A SASIC
DESCRtPTICJN OF PROI=OSEU EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUTINTENDED.SUCH
NOTIFICATIONS WILL BE MADE, BUT NOT NECESSARILY LIMITED TO:

(1}

@)

THE CENTER FOR IIEWCES AND RADIOLOGICAL HEALTH, OFFIOE OF COMPUANC& (14FZ.312),20SEGAITHER ROAD, ROOXVILl&
MD 208S0.PROVI131N!2THE INITIAL AND CLOSING DATES FOR THE FIXED INSTALLATION AND THE ITINERARY FOR MO131LESHOWS
!N AODITIDN,UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND TIIE ACCESSION NUMBERS CLEARLY
REFERENCED, E4CH NOTIC@ WILL INCLUDE OlWAfLEi3 DESCRIPTtONS OF’ EACH SHOW AND A U$TtNG OF AU EFFECTS TO BE
PERFORMED IN SUFFiCENT t3ETAlL TO CONFIRM COMPLIANCE WITH THE REt3ULATlC)NSAND THIS VAR!ANCE.

THE FEDERAL AVIATION AOMINtSTRAllON (FM} FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (ML. INCLUDING
SET-UP, AUGt4MENT, REHEARSALS. PERFORMANCES, ETC.), IF THE 1%4 OBJECTS TO ANY LASER EFFECTS. THE OSJECTIOhIS
WILL ❑E RESDLVEO AND NY CONDMONS RE#UESTED BY FAA WILL BE AOHERED TO. IF THESE COt4DiTTO?+kCAN NOT BE MET.
TNE 013JECTIONASLE EFFECTS WILL SE DELETED FROkl THE SHOW.

(S) STATE AND LOCA& RADIATION CONTROL 0FFlCEt3/AGENCIES FOR ALL SOWS TO SE PERFORMED WITNIN THEIR JURISDICTIOIIJS.
ALL REQUIREMENTS OF STATE AND LOGAL LAW W[LL 8E SAITSFIED AND ANY OSJEOTIONS RAISED BY LOCAIAUTHORiTIES
WkL BE RESOLVED OR ‘THE EFFEOTS DELETED. (LISTS OF FEDERAL AND STATE OFFfCES ARE AVAfWBLE FROM THE CENTER
FOR DEVICES ANll FWDIOLOGICAI. HEALTH UPON REQUEST.)

14. REMARKS
— —. ——

cfmmwwimoru . .—

I CERTIFY that all of the above Wemmtlon and statements sretrue, eomp?~e arrd cermct to the bast ef my IttteVrlOdSeand @inwI@w
tka my vmlsnos @ktkm may be dm?ledO?my vaffance may bo mvokod 1!We appllcat’bn is found ~0befda rni$l=rhl w ~~~
mMY mat=ial wzy. I have submitte#WO aubmlt ell mpeit$ rsqulmd by 21 CFR f0!XLf2 orrthe kawequipment end show(s). 1
fwther undemtandthet I may beIquid by regulation or by the Diracter, Sureau of Rediokgkal WrdUr to sq@y suotI ether Wmrrratlenths!
may ~ rum. to ewt@e end w+ on this epplicotion.


